WEEKS LEO ..

PRIVATE LABEL DRUG, VITAMIN & TOILETRY MANUFACTURER
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February 18, 2003

Office of Nutritional Products, Labeling and ; "iﬂﬁf*irz%wx

Dietary Supplements (HFS-810) FFp o
Center for Food Safety and Applied Nutrition k”}é‘yfﬁg
Food and Drug Administration v

5100 Paint Branch Pkwy. e
College Park, MD 20740 IR

Dear Sir/Madam:

As required by 21 CFR 101.93, please find enclosed notification
that statements as allowed by section 403(r)(6) of the Federal
Food, Drug, and Cosmetic Act are being made on our labels of
dietary supplements.

We are submitting the original and two copies of each notification.
Sincerely,

WEEKS & LEO CO., INC.
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Patrick A. Neibergéll
Quality Control Director

Enclosure(s)
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NATIONAL BRAND: CHAMBERLAIN'S GOLDEN TOUCH LOTION

4000 N.W.100ST. = P.O.BOX 3570« DES MOINES, IOWA 50322 w» (515)276- 1586
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NOTIFICATION AS REQUIRED BY 21CFR 101.93 OF STATEMENTS MADE ON
LABELS OF DIETARY SUPPLEMENTS

Firm Name and Address: Weeks and Leo Co., Inc.
4000 N.W. 100th Street
P.O. Box 3570
Des Moines, IA 50322

Product: Evening Primrose 0Oil Softgels 500 mg N
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Dietary Ingredient(s): Evening Primrose Oil L R wﬁﬁf\\
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Statement (s): "Helps support women's health ?i 0 FEB 2 4 2003 ;UU;
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Product: Gelatin Capsules 10 GR (650 mg)
Dietary Ingredient(s): Gelatin

Statement (s): "Helps support bones and joints"
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Product: Lecithin Softgels 19 GR (1200 mg)
Dietary Ingredient(s): Soya lecithin

Statement(s): "Helps support healthy liver"
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Product: Magnesium Gluconate Caplets 550 mg
Dietary Ingredient(s): Magnesium

Statement (s): "Helps support healthy bones"”
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Product: Vitamin A Softgels 10,000 IU
Dietary 1Ingredient(s): Vitamin A

Statement(s): "Healthy eyes, skin & immune system"; "Support for
healthy eyes, skin, and immune system"
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I certify that the information contained in this notice for the
product(s) above is complete and accurate. Weeks and Leo Co., Inc.
believes the statement(s) to be truthful and not misleading.

signed e~ Date_o2/£2/0.3

/  Mary P. Baker Vice-President

W&L.Doc. :PAN:DS.STATEMENTS .FORM:01.23.2003
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NOTIFICATION AS REQUIRED BY 21CFR 101.93 OF STATEMENTS MADE ON
LABELS OF DIETARY SUPPLEMENTS

Firm Name and Address: Weeks and Leo Co., Inc.

4000 N.W. 100th Street

P.0. Box 3570

Des Moines, IA 50322
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Product: Niacin Tablets 100 mg
Dietary Ingredient(s): Niacin, calcium

Statement (s): "Helps support a healthy heart”
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Product: Folic Acid Tablets 400 mcg
Dietary Ingredient(s): Folate, calcium

Statement(s): "Helps support the cardiovascular system"
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Product: Ester C Caplets 500 mg with Bioflavonoids

Dietary Ingredient(s): Vitamin C, calcium, bioflavonoid, rutin,
hesperidin

Statement(s): "Helps support the immune system"”

kkdkhkhkkkkkhkhkkkkhhkkhhkhhhkhkhkkhdkkkkhkhkkhkkkkhhdhhhhhdhhhhkkhkkkhkkkhkkkkkkkkikkkk

Product: Vitamin C Timed Release Caplets 1,000 mg
Dietary 1Ingredient(s): Vitamin C

Statement(s): "Helps support the immune system"
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Product: Echinacea Capsules 450 mg
Dietary Ingredient(s): Echinacea

Statement(s): "Helps enhance the immune system"; "Echinacea Herb may
help enhance the body's immune system"
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I certify that the information contained in this notice for the
product(s) above is complete and accurate. Weeks and Leo Co., Inc.
believes the statement(s) to be truthful and not misleading.

Signed 2 Lion Date é//c}//j\%

Mary P. Baker Vice-President

W&L.Doc. sPAN:DS.STATEMENTS .FORM:01.23.2003



NOTIFICATION AS REQUIRED BY 21CFR 101.93 OF STATEMENTS MADE ON
LABELS OF DIETARY SUPPLEMENTS

Firm Name and Address: Weeks and Leo Co., Inc.
4000 N.W. 100th Street
P.0. Box 3570
Des Moines, IA 50322

************************************************************************

Product: Magnesium Tablets 500 mg
Dietary Ingredient(s): Magnesium

Statement (s): "Helps support healthy bones"
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Product: Potassium Tablets 95 mg
Dietary Ingredient(s): Calcium, potassium

Statement (s): "Helps support healthy nerve function"
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Product: Zinc Tablets 50 mg
Dietary Ingredient(s): Calcium, zinc

Statement (s): "Helps support the immune system"
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Product: Selenium Tablets 200 mcg
Dietary Ingredient(s): Calcium, selenium

Statement(s): "Helps support healthy cells & tissues"; "Helps support
healthy cells and tissues"”
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Product: Soy Isoflavones Capsules 50 mg
Dietary 1Ingredient(s): Soy Isoflavone extract

Statement(s): "Helps with menopause support"
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I certify that the information contained in this notice for the
product(s) above is complete and accurate. Weeks and Leo Co., IncC.
believes the statement(s) to be truthful and not misleading.

Sign(M&/ Date<2//2//3
Mary P. Baker Vice-President ST

W&L.Doc. :PAN:DS,.STATEMENTS .FORM:01.23.2003
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NOTIFICATION AS REQUIRED BY 21CFR 101.93 OF STATEMENTS MADE ON
LABELS OF DIETARY SUPPLEMENTS

Firm Name and Address: Weeks and Leo Co., Inc.
4000 N.W. 100th Street
P.0. Box 3570
Des Moines, IA 50322
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Product: Glucosamine Sulfate Capsules 750 mg
Dietary Ingredient(s): Glucosamine Sulfate

Statement(s): "For healthy tissues"”; "Helps support joints"”; "Helps
support joints and promotes healthy tissues"
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Product: Vitamin E Softgels 400 IU Water Dispersible
Dietary Ingredient(s): Vitamin E, chlorophyllin

Statement(s): "Helps support a healthy heart"
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Product: Natural Vitamin E Softgels 1,000 IU
Dietary 1Ingredient(s): Vitamin E

Statement(s): "Helps support a healthy heart"
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Product: Vitamin D Tablets 400 IU
Dietary Ingredient(s): Vitamin D, calcium

Statement(s): "Helps support bones & joints"; "Helps support bones and
joints"
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Product: Acidophilus with Pectin Capsules

Dietary 1Ingredient(s): Calcium, citrus pectin, lactobacillus
acidophilus

Statement(s): "Helps reinforce intestinal flora"
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I certify that the information contained in ‘this notice for the
product(s) above is complete and accurate. Weeks and Leo Co., Inc.
believes the statement(s) to be truthful and not misleading.

Sign%bw&/ Date_2//3 /A3
Mary P. Baker Vice-President Y
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NOTIFICATION AS REQUIRED BY 21CFR 101.93 OF STATEMENTS MADE ON
LABELS OF DIETARY SUPPLEMENTS

Firm Name and Address: Weeks and Leo Co., Inc.
4000 N.W. 100th Street
P.0. Box 3570
Des Moines, IA 50322
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Product: Vitamin B-12 Tablets 500 mcg
Dietary Ingredient(s): Vitamin B,

Statement(s): "Cardiac & nerve support"; "For cardiac and nerve
support"
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Product: Vitamin B-1 Tablets 100 mg
Dietary Ingredient(s): Thiamin, calcium

Statement(s): "Helps increase energy"
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Product: Vitamin B 100 Complex Caplets

Dietary Ingredient(s): Thiamin, riboflavin, niacin, Vitamin By,
folate, Vitamin B,,, biotin, pantothenic acid, calcium, natural food base
Statement(s): "Helps increase energy"
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Product: Vitamin B-6 Tablets 100 mg
Dietary Ingredient(s): Vitamin B,

Statement(s): "Helps increase energy and metabolism"
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Product: Vitamin B-12 Chewable Tablets 2,000 mcg
Dietary Ingredient(s): Vitamin B,,

Statement(s): "Cardiac & nerve support"; "For cardiac and nerve
support"
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I certify that the information contained in this notice for the
product(s) above is complete and accurate. Weeks and Leo Co., Inc.
believes the statement(s) to be truthful and not misleading.

Sign@%@u/ Date 93/4445
Mary P. Baker Vice-President T
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NOTIFICATION AS REQUIRED BY 21CFR 101.93 OF STATEMENTS MADE ON
LABELS OF DIETARY SUPPLEMENTS

Firm Name and Address: Weeks and Leo Co., Inc.
4000 N.W. 100th Street
P.0. Box 3570
Des Moines, IA 50322
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Product: Ginkgo Biloba Leaf Extract Capsules 30 mg
Dietary Ingredient(s): Ginkgo biloba

Statement (s): "Helps to improve circulation & concentration"; "Ginkgo
Biloba Leaf Extract may be helpful in improving circulation to the arms,
legs and brain, as well as promoting mental function and concentration”
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Product: Saw Palmetto Capsules 500 mg
Dietary Ingredient(s): Saw palmetto

Statement(s): "For maintaining a healthy prostate"; "Saw Palmetto Herb
contains free fatty acids that may assist in maintaining prostate
health"
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Product: N/A
Dietary Ingredient(s): N/A

Statement(s): N/A

khkkkkkhdkkhkhkhkhkhhkkhkkhhkhkhkkhkkhhkhhkhhkhkhkkkhhkkhkhkhkdkhhhkkkhkkdkkhkhdkhkkkkkkkhkhkik

Product: N/A
Dietary Ingredient(s): N/A

Statement(s): N/A
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Product: N/A
Dietary Ingredient(s): N/A

Statement(s): N/A
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I certify that the information contained in this notice for the
product(s) above is complete and accurate. Weeks and Leo Co., Inc.
believes the statement(s) to be truthful and not misleading.

SignQdWﬂ Date_o2//3/DR
Mary P. Baker Vice-President e

W&L.Doc. :PAN:DS.STATEMENTS .FORM:01.23.2003




